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Mission: Empower self-care by preserving and expanding
choice and availability of consumer healthcare products

serving the self-medication industry since 1881




The Value of OTC Medicines

Trusted first-line of defense Empower

for healthcare providers and individuals to meet their healthcare needs
consumers alike

Affordable / Cost savings

* Affordable treatment options for both
Access consumers and the U.S. healthcare system
$102 billion: estimated annual cost
savings to the U.S. healthcare system
(drug + clinician visit); each dollar spent
on OTC medicines saves S6-71

24/7 conveniently available
healthcare options for busy
families and caregivers

1The Value of OTC Medicine to the United States, CHPA, 2012




The Value of OTC Analgesics

Bl © Analgesics are widely used to
treat everyday pains

— Pain is the most common condition
treated with an OTC!?

, ¢ OTC internal analgesics

— 728 million packs sold/yr in the
U.S.?

— $13.5 billion estimated annual cost
savings to the U.S. healthcare
system relative to alternatives to
OTC analgesics?

1 Henderson 2012
2The Nielsen Company, 52 weeks ending 12/30/17, all outlets
3The Value of OTC Medicine to the United States CHPA, 2012




Oral OTC Analgesics - Ingredients
Consumers Benefit from a Variety of Ingredients

NSAIDs Non-NSAIDs

Choline Salicylate,
Aspirin Magnesium Salicylate,
Sodium Salicylate

Ibuprofen’,

Naproxen® Acetaminophen

* Product labeling reflects unique properties of
each active ingredient

" PRECISION studied agents
NSAID: Non-steroidal anti-inflammatory drugs




Oral OTC Analgesics
Safe and Effective When Used as Labeled

Drug Facts

| Treatment of a broad range of acute painful

Ibuprofen 200 mg (NSAID)* S -....Pail er/Fever reducer
anti-inflammatory drug
toothache

conditions, for short periods of time; usually
— no more than 7-10 days per occurrence

muscular aches
r pain of arthritis
= temporarily reduces fever
Warnings

headache

Allergy alert: Ibuprofen may cal

;:”ir\s‘.scstc ‘spinn ymptoms may e { " = Uses
Temporarily relieves minor aches and pains due to:
S ® minor pain of arthritis @ muscular aches

Stomach bleeding warning:
severe stomach bleeding. The

e S - ® backache ® menstrual cramps @ headache

= take a blood thinning (anticoagulant) ol

- e canang onor ' s e toothache e the common cold

or more alcoholic drinks every day
= take more or for a longer time than directed

T Temporarily reduces fever




Aspirin
Labeling

* Guides consumers to talk to their doctor
regarding use of aspirin for cardioprotection
— To address appropriate use,
— Concomitant medications,
— Monitor benefits and risks

Uses
For the temporary relief of minor aches and pains

or as recommended by your doctor

g for

e OTC aspirin drug products with CV related images:
Talk to your doctor or other healthcare provider before
using this product for your heart




NSAID CV Safety - History

1980 [...] 2000 2005

Observations from clinical
trials* raised safety
concerns regarding CV
events associated with
certain NSAIDs

In Vivo / Ex Vivo Observation of
interaction between certain
NSAIDs and aspirin, resulting in
potential impaired aspirin
antiplatelet effects*

(no effect observed with APAP)

Recent findings
* PRECISION (2016)

Advisory committee (AC) meetings
» AAC/DSaRM AC Meetings (2005, 2014)

* Gurbel (2018)

FDA-mandated label changes

* The potential CV risk associated with the use of
NSAIDs was added to the USPI of all Rx NSAIDs, and in
the warnings section of OTC non-aspirin NSAIDs labels

FDA-Science paper for HCPs (2006)*
* Provide recommendation regarding timing of dosing
of ibuprofen to minimize the ASA interactions

FDA-mandated CV safety clinical trials
* PRECISION

T Prescription-strength and supratherapeutic doses; * Clinical implications of these observed
interferences remain unknown; HCP: Healthcare providers; 1 FDA 2006




OTC NSAIDs - Labeling
CV Risk

Drug Facts

Active ingredient (in each tablet) Purpose
Ibuprofen 200 mg (NSAID)* S Pain reliever/Fever reducer
dal anti-nflammatc

Ibuprofen labeling
addresses
potential

impairment of
cardioprotective
effects of aspirin

Emam?

sEmEEmEE,

EEEEw,

backache
menstrual cramps
mon cold

LELLE N
-
.

m
» minor pain of arthritis
porarily reduc er

Potential
increased ris
of CV events

Warnings
Allergy alert: Ibuprofen may cause a seve
lergic to aspirin. Symptoms may inclu " . a5 et
- hives e
= facial swelling

o tng pa

sk 2 doctor or pharmacist before use fyou are

1f an allergic reaction oc

Stomach bleeding warning: This pro
stomach bleeding. The

= are age 60 or older

= have had stomach lcers or bleeding prc

= take a blood thinning (anticoaguiant) or ¢

eumE

= have 3 or more alcoholic drinks every de
= tal re or for 2 ime than direc .

1y e Symptons appear




OTC NSAIDs - Labeling

Drug Facts

Active ingredient (in each tablet)

Purpose

Ibuprofen 200 mg (NSAID)* .. e e n reliever/Fever reducer

= temporarily relieves minor aches and pains due to:
headache
toothache
backache
menstrual cramps
imon cold
muscular aches
minor pain of arthritis
» temporarily reduces fever

Allergy alert: Ibuprofen may cause a severe
allergic to aspirin. Symptoms may include
hives
facial swelling
asthma (wheezing)
shock
skin reddening

have 3 or more alcoholic drinks every day while using this prodt
take more or for a longer time than directed

Heart attack and stroke warning:

attack, heart failure, and stroke. Th

than directed or for longer than di

CV Risk

Ibuprofen / Naproxen

Warnings

Heart attack and stroke warning:

NSAIDs, except aspirin, increase the risk of heart attack,
heart failure, and stroke. These can be fatal. The risk is

higher if you use more than directed or for longer than
directed.




OTC Ibuprofen - Labeling?
Addresses Concomitant Use with Aspirin

Drug Facts

Active ingredient (in each tablet)

Purpose

Ibuprofen 200 mg (NSAID)* .. e e n reliever/Fever reducer

= temporarily relieves minor aches and pains due to:
headache
toothache
backache
menstrual cramps
imon cold
muscular aches
minor pain of arthritis
» temporarily reduces fever

Allergy alert: Ibuprofen may cause a severe
allergic to aspirin. Symptoms may include
hives
facial swelling
asthma (wheezing)
shock
skin reddening

have 3 or more alcoholic drinks every day while using this prodt
take more or for a longer time than directed

Heart attack and stroke warning:
attack, heart failure, and stroke. Th
than directed or for longer than di

Warnings

Ask a doctor or pharmacist before use if you are
Taking aspirin for heart attack or stroke, because
ibuprofen may decrease this benefit of aspirin




OTC NSAIDs
Limitation of Current Findings

- Data have been generated under prescription use
conditions (high dose, long duration, chronic pain)

— Most publications discussing OTC NSAID CV safety
extrapolate data from these conditions.

* The relevance of the aspirin interaction studies to
CV outcomes has not been clearly demonstrated.

* Avallable data suggest that there is no increased CV
risk when OTC formulations of these agents are
used as directed!

L White 2018




Happier, healthier lives th

A\ CHPA.

CONSUMER HEALTHCARE
PRODUCTS ASSOCIATION

Empower self-care by preserving and
expanding choice and availability of
consumer healthcare products

ATEG IC"PRIORIBIES :

* Reinforce value and vital role in society

* Promote safe and responsible use

» Foster constructive regulatory environment

* Ensure continued access

* Maintain knowledgeable industry community

3 CHPA



b knowyou rOTCs.org

Take your healthcare personally.

OTC medicines can help you treat a variety of ailments. Be confident in the
decisions you make to use, store, and dispose of your medicines safely.

How to Read Your Medicine
Label

Always read and follow the Drug Facts
label on your over-the-counter medicine to
make sure you're using it appropriately.

© Read More

Are Your Medicines Stored
Up and Away?

Approximately 60,000 children end up in
emergency departments each year
because they got into medicines while their
parent or caregiver was not looking.

© Read More

The Do's and Don'ts of Drug
Disposal

Before you clean out the expired or
unwanted medicines in your home, make
sure you know how to properly dispose of
them.

© Read More




National Education Campaigns

Treat with
C a I/e KnowYourDose.org
Acetaminophen Awareness Coalition

Put your medicines

UPZawa

and out of sight

OTC Pain Reliever
Education Campaign




OTC Pain Reliever Education Campaign

65' know OTCsorg FollowUs B 61 @ & B

e 18 vedecoone s ames | 0 | o

Things to Keep in Mind When Choosing
and Using an OTC Pain Reliever

Over-the-counter (OTC) medicines allow you—the consumer—to

- -

What if | am taking other
choose a product that safely and effectively treats your symptoms, d = =
when used as directed. Before you select an OTC pain reliever, it is “— 1 m e I cat I o n S?

important to keep in mind that your health conditions and/or lifestyle
could play a role in your choice. The Drug Facts label on OTC pain
relievers and the information below can help.

Use the tool below to develop a personalized OTC pain reliever

reference document. ) RCEMIHG’PEH

Acetaminophen ~  lbuprofen ~
= Taking another OTC medicine o treat pain or fever—it = Taking aspirin for heart attack or stroke—ibuprofen
may contain acetaminophen may decrease thiz benefit of aspirin
= Taking prescriplion medicines containing « Taking a blood-thinning or siercid drug
acetaminophen = Taking other drugs containing an NSAID
« Taking the blood-thinning drug warfarin
MNaproxen Sodium w
Aspirin w

Magnesium Salicylate ~




OTC Analgesics
Favorable Benefit-Risk

« There is a significant need for OTC analgesics.

« OTC analgesics are commonly used and have
demonstrated safety and effectiveness in the self-treatment
of a broad range of acute painful conditions

« Safety Is continuously monitored
— Pharmacovigilance evaluations have not identified CV risk signals
— Available data continue to support favorable benefit-risk

« Members are committed to working with FDA to provide
appropriate labeling

 Educational efforts will continue

1 Moore 2015




